F . Degarmo, Stacey </0=FDA/0U=FIRST ADMINISTRATIVE 

trom-. GROUP/CN=RECIPIENTS/CN=STACEY SMITH> 

Sent: Tuesday, October 2, 2012 7:28 AM 

To: Sands, Margaret M <Margaret.Sands@fda.hhs.gov> 

Cc: Emerson, Debra <Debra.Emerson@fda hhs.gov> 

Subject: 10 elements in CPG 


Here is a brief summary of what we have so far: 

1 . firm receives signed faxed prescription orders for patients - individual prescriptions are generated from the order 
form for each product dispensed 

2. firm uses licensed pharmacists for dispensing of prescription products 

3. TBD 

4. firm stated that all BDS are purchased from FDA registered facilities - will confirm today 

5. firm stated they have CofAs for all api - will confirm today 

6. TBD 

7. methylprednisolone suspension does not appear on the list for 21 CFR 21 6.24 

8. for high volume drug products (such as methylypred.), drug product is compounded approximately every 4-5 weeks 
to fill orders received over a month long timeframe 

9. cannot be determined - list has not been established 

10. cannot be determined - MOUs have not been established - firm currently ships greater than 5% of products out of 
state - have pharmacy registrations in each state where they ship products 

We will update this information as new info becomes available. 

Thanks, 

Stacey 


Stacey Smith Degarmo, PharmD, BCPS 
Commander, U.S. Public Health Service 
Investigator 

Food and Drug Administration 

New England District Office 

One Montvale Ave, 4th Floor 

Stoneham, MA 02180 

Phone: (781) 587-7537 

Fax: (781) 587-7556 

Email: stacev.deqarmotafda.hhs.gov 
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